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. . ENVIRONMENTAL PROTECTION . 8:00 a.m. to 4:00 p.m., Monday through a lmt of chermeals to be consldered for -
 AGENCY ’ - Friday, except legal holidays. testing under section 4(a) of the Act. -
: For exact time and place of meeting The ITC designated ET (mixed"
. 40CFR Part 799 contact Jack P. McCarthy (see “FOR isamers) and 1.2,4-TMB for priority

A[OP’TS—42034 TSH-FRL2348—5]

Ethyitoluenes, Trimethylbenzenes, and
" the C, Aromatic Hydroarbon Fraetion;
Proposed Test Rule

AGENCY: Environmental Protechon.
Agency (EPA).-

ACTION: Proposed rule.

SUMMARY: In its Tenth Report, the
Interagency Testing Committee (ITC)

- designated mixed ethyltoluenes (ET)
and 1,2.4-trimethylbenzéne (1.2.4-TMB)
for priority consideration for .

- environmental and health effects testing.
In its Eleventh Report, the ITC
recommended that the other
trimethylbenzenes be considered for -

_testing. Under section 4(a) of the Toxic.

" Substances Control Act (TSCA), EPA is.
proposing that manufacturers and T
processors. of the C, aromatic -

- hydrocarbon fraction, which contains - S
: '_ - eﬂ’ects ‘of such manufacture; distribution in commerce, processing,

- ethyltoluene (ortho-, meta- and para-
isomers), and the 1,2,3-, 1,3,5-and 1.2.4-

isomers of trimethylbenzene as primary - N

] components, test the G, aroniatic
_ fraction for health effects, including
. .neurotoxxclty. mutagenicity, :

* . teratogenicity, reproductive effects. and ’
carcinogenicity (in the event the result,s
of the mutagenicity studxee ag:poauve).

_ Environmestal effects testingisnot .~
- -being proposed at this Gme. This notice’ "~
"... constitutes EPA’ssesponse To. the [TC's "™

' . designation of ET' ‘(mixed isamers) and -
:1,2,4-TMB as priority candidates for . _'

testing, andtotheITCs - @ ~.o™= if

fecommendation that the' other

. trimethylbenzenes (1,2,3- and 1,3,5-
isomers) be:considered for testing.
DATES: The. pubhcuasked to submu

- ‘Written comments on or before July 22.
1983. If persons request time for oral

' comment by July 7, 1983, EPA will holda

: pubhc meeting on August 8, 1983 on this
rule in Washington, D.C. For further -
informmation on arranging to spedk at the
meeting see Unit VI of tlns preamble.

2 Aupﬂﬁs; Address wntten comments.

. number (OP'I‘S-42034) in triplicate to. :
‘TSCA Public Information Office (TS-
793),. Office of Pesticides and Toxic

_Substances, Environmental Protection
“ Agency, Rm. E-108, 401 M St. SW
Washmgton. D.C.20460.

* - “The administrative record supportmg

.~ this action is available for public. -

o vmspectxon at the above address from

i

. FOR FURTHER INFORMATION CONTACT:

- (Operator—202-554-1404).

o Comrmttee (lTC) to recommend to EPA

’ vapproach in‘'making section 4(a)(1)(A} . )

. determine if there is or may'be
" substantial production. and substantial

. fate studies to determine if existing

- environmental release of the chemlcal.
o In makmg the third ﬁndmg that teatmg is

cansideration in its Tenth Report,.

" published in the Federal Register of Ma_
25, 1982 (47 FR 22585) and recommended
inits Eleventh Report published in the
Federal Register of December 3, 1982 (47
FR 54624) that the other

- trimethylbenzenes {1,2,3- and 1,3, 5-
isomers) be considered for testing.
These actions were based on the

- exposure paotential and the lack of:

SUPPLEMENTARY INFORMA‘I’ION:- ~ . sufficient information on heelth and

_ = - environmental effects.

L Introduction. - - - Undersection-4(a)( 1) of TSCA, the

Secnon 4(e). of TSCA (Pub. L 94—469 ' Administrator shall by rule require

FURTHER INFORMATION CONTACT").

Jack P. McCarthy, Director, Industry
Assistance Office (TS-799), Office of .
Toxic Substances, Environmental- K
Protection Agency, Rm. E-511, 401.M St.
SW., Washington, D.C. 20460, Toll Free:
(800-424-3065), In Washington, D.C.: - -
(554-1404), Outside the USA: . ~ =~

- 90 Stat. 2003.et seq.; 15 U.S.C..2601 et “testing of a chemical substance to
- seq.) established an Interagency Testing - develop appropriate test: data if the~
Agency finds that:

o

S ";‘:".-.‘___ ";x'-‘

, (A) i) the umnufacture, dxstrxbutlon in commerce, proc-
" essing, use, or af a chemical substance of mixture, or that
m{comblmtlon of such activities, may preser\t an unreusonable

of injury to health or the environment,
(ii) there are insufficient data-and expenenee upon which the

© ‘use, o¢ disposal.of such substgnce’or mixture or of any' combina-
. txon of such activities on health or'the- envxronment can reason-
" ,ably be determined or predicted, and,
: mL testing of such substance or mixture thh mpect to such
. eﬂects is neeanry to develop such data; or -
g“x s chemical substance or xmxtm'e is or- will be produced
. antial quantities, and (I) it enters or may. reasonably be
HEA ted to enter the . environment in:substantial. quantmes or
e is or may be sxgmﬁcnnt or subetantml human exposure :
such substance or mixture, . ‘
~"ﬁ:) thare are insnfficient: dnta and. experience upon wlnch the.
ffects-of the. manufacture, distribution in commerce, processing,
use, or disposal of such suﬁstnnce or mixture or of any combina-
i _.honof such activities on: heulth or the e:mronment can: reason-
‘ably be determined or  predicted, and - -
testing of such: substance or mixture with respect to such :

X (it
' oﬂects ? "necmry to. dexelop such dun. ;

.: ,-necseaxy. EPA consxders whether any
-‘ongoing testing will satisfy the -~ .
.- infarmation needs for the: chemical and -

EPA uses a wenght of evxdence :

findings in which both exposure and

toxicity information are evaluated to - whsther testing which the Agency rmght
make the finding that the chemical may. :gure would prowde the necessary o
present an unreasonable risk. For the' rmation. -

first finding under section. 4(&)(1)&3). :
‘EPA considers only production, - .. &
exposuie and release information’ to

these findings apply is described in
- _detail'in EPA's first and second :
. proposed test rules-as pubhshed in the
- Federal Register of July 18, 1960 (45 FR:

releage and/or sxgmﬁcant or substantial . 48528) and June 5, 1961 (46 FR 30300):

7 human exposure. For the: second finding- In‘evaluating the ITC's testing
under both sections 4(3][1)(A) and . .recommendations concerning ET and .
- 4{a)(1)(B): EPA examines toxicity and TMB, EPA considered all available

relevant information including the

information is adequate eitherto
determine; or reasonably predict the iyt
effects of human exposure to,-of )

'ITCs report recommending testing -
~consideration; production volume, use.
exposure and release information
reported by manufecturers of m‘ and

~ EPA'$ process for determmmg whenf B

", following: information presented in‘ the o



S

- butrelative

Eedﬂalkegista'[VdQNo.lm/Mnnday.Mayzam&/Pmdemes =

;

™B nda! tln.’l’SCA saction a(a)
Preli; Assessment Information

Rule (40 CER Part 712); and other

published and unpubiished datz
available tothaﬁgm The 8(a} rule
covered only isomers of ET and 1.2.4-

"TMB; it did net require manufacturers of
the Co fraction or the other TMB isomers -
* to report. Based on iis evalwation, zs

described in this proposed mile and the
accompanying technical support .
documeat. EPA is propesing heaith
effects testing requirements for the Co

N mmg:hydm?b:ﬁacmbaudon.
. EPAs findings tantial exposure
toth: Ce fnum:: E?}m&;(aﬁi)iﬂ}}- No

health e ividuat ET or
TMBlsommmbaxg propased at this-
time. EPA has also concluded that no
enviromental effects testing should be

- required for the C, fraction, ET; 1.24-,
' 12,3-0r1.3,5-‘1MBattmsﬁme -

. _I!.Propondkule
: A.Prolee '

-

xmmma'mmm

ocenys in three isomeric forms: ZET

readily schaitiein mto@gshun&
'in:bhﬂe hmﬂ is'..

— 'mvolvedmthopmdudﬁniofgudne.Aa‘Of
. portiem of this Co -

Nearly pm octho—EI is qmthehcaﬂy

o I-.'I' :o !hese prodmb s neerly complete.

L~

S aromaﬁc 'C, feformate by the Koch '

para

Totak ET ptodmhmre isomers
plus that contained in the €, aromatic .
hydroesrbon fraction)is estimated to be
betweer 30-5¢ billian pounds annually.
All refiners of petrolenm are
manafacturers of the C, fraction. Despite
the ITC"s designation of ET"and the
existence of a CAS number, EPA Ras .
beenunable to identify any product -
contammg only mixed ET isamers. With
" the exception of the orzho-ET -
manufactured by Mobil, ET is fornd
_exclusively as one of the mmajor.
~components. of the C,. fraction.

-2 Trimethylbenzenes. :

. Tnmeﬁylbeamemdsooemm

three isamescic forms: 1,23-TMB; (CAS
No. 526-73—0]’135-% (CASNO. 108~ -
67—8). and 1.2,4-TMB, (CAS No. 95-63-6).
The'1,2.4:isomer is the most abundant

. and commercially is the most important
- isomer: 124-'1‘MB is a elear, colorless

 soluble in organic

Mohﬂmﬁesmmgrtopmdm '
~vimyitoluene, :

!'qmd, -
solvents, but with low- solubilityin: =~

- water; It is a stable compound under

- (ortho), 3ET (meta) and £ET (para). . normal conditions, it undergoes typical.
o Unlese otherwise noted, the terne _electrophilic substitutions such as - -
- “ethyltohiens™ in this. mtm to - nitration, halogenation,. sulfonaﬁon and.
- mixed ethyMnfsenes. @ snhatance ~  alkylation. and is exidized m tre -
containing ail three isomess. ET (CAS presence of catalysts. - ‘
‘No. Z5550-24-5) is & colorkess liquid' -Similar to ET, 1.2.4-'1'MB and other

mmethylbenzenas areproduced’ durmg
. catalytic reforming and compromise a

Cy major pertion of the aromatic Cs

fraction. The uses of the C, fraction -

" ‘were discussed in the profile of ET.-

124 TMB ix = o from the

Company Koch's 1,2.4-TMB

produced byDouChmnahnduseditV fr
\ e seskenigaii o)

- spandex fibers;

antmndant {mnmlormg stahhza-}' for
plastics such as polypropylene. high-
density polyeth ylene, palyamides.
adhesives, spedialty rubbers such as’
and waxes.

. The %.2.3.-isomee [hemmelhta:e}

used principally to make a musk, similar
to xylene musk. Itis also oxidized to

‘anhiydro hemimellitic acid. No

information is currently availableto
EPA an the quantities consnmed through

- these wses; although those quantities are

expected to be a small percentage of the
total Mpmdm:xmn which is estimated
to he approximetely 30 billion poands.

‘peryear EPA.phmtcteqmrerepoxung
‘undesr Section 8(a} of TSCA o obtain

iniormation oo the production, exposure
and release of1,2,3- and 1,3.5-TMB.
Should such reports indicate that there

is substantial production of and :
exposure to these isolated isomers, EPA
will reennsider the need for their tesh.ng :

.as seperate substances.

B I'Yna'z'ngs

' The EPA is basing its pranosed testing
on the authontyafsectroné(ax!](m of

. TSCA.EEAﬁndsthah

1. There is no production of the mxxed
ETs aside from production of the C;..

_aromatic hydroca.rbon frachion. -

Likewise, although there is na evidesce v

. of substantial release of isolated TMB
R rsomem mthe’envmgz_rz Vzv‘aﬂable

.
§
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is no basis for finding that exposure to -

isolated isomers of TMB may presentan -

unreasonable risk to human health from
the effects mentioned by the ITC;
therefore, EPA is not proposing testing
of 1,2,4-TMB or otherr isomers separate
from the: proposed testmg of the C.
fraction.

7. Although the C.fractxon is released
to the environment in substantiak
quantities, available dataare adequate-
to predict that this material neither
persists nor accumulates in the
environment in sufficient quantity that
would likely result in an.unreasonable
risk to the environment. For this reason,
EPA is not proposing that environment

" effects. testing be conducted at this time.

‘8. EPA is not proposing an.

section 4(a}(1)(B) finding because EPA
considers the required mutagenicity
tests as an appropriate first tier for

~ -oncogenicity. However, EPA finds that if

certain of the required mutagenicity
tests produce positive results, this will
be sufficient to indicate that the C,.
fraction may present an unreasonable
risk of oncogenic effects. In such’

. circumstances, EPA finds thatunless a

2-year bioassay has been initiated, there
will be insufficient data to predict '
oncogenicity, and testing will be - .
necessary to develop oncogenicity data.
The ET and TMB technical support * ~

gl documents are availabie from the

Industry Assistance Office. The ITC's
. recommendations and EPA’s proposed,

‘ oncogemcxty bxoessay based on the tests are summarized below.
t - me . F . EPA propoded testing-
. e recommendetion E .
L T Tize |- e -
E 2 E[__.m. - ) . B -~
“Heatih effects: L Lo - =
- Subctror i X7 X|Notweng. - - - '
Reore e xix S -
TErat0genicly umeececicoe b X%, - .“-_ o L
- MULSOBICRY el - X | X e »
- Metabolem . % | No testing.
‘ nogenicity... ... N «xmmnu-nnm).
. Acte and chronic (felrend in- | - X | - =
- Acustic persisience end wanes| - > X}
"Asmospheric persistence. and.| X[
: m Nt "x.'*"- B

A\l

‘ ‘produced during the refining.

- 'mﬂmmmmutnmmzum._ -

’ C. TestSubstance : :

‘EPA is proposing that a aynthetxc G
petroleum fraction, composed of specific
concentrations of mixed isomersof ET;,

- and 1.24-,1,2.3- and 1,3.5-TMB; in such
* - proportion that it is representative of a .~

aromatic hydrocarbon fraction
of crude
petroleum, be formulated and used as .

typical

comment on the range of composition: of
the C, fraction, on whethera _single test :
substance can adequately represent the -
'Ce fraction and, what the compesition of
tha test substance’ should be. Comments

‘are also requested on the useof a

representative composite: sample of s
actual C, fractions gathered from -

'industrial sources ior use as thc test

substance.

. D, Persons Reqmred Ta Test .

Section 4(b)(3)(B) specxﬁes that the

- activities for which the Admnistrator
“makes section 4(a) ﬁndmgs ’

(manufacturing, processing, dietnbution.
use and/ or duposal) detenmne who

.~ -

beere the responelblhty for testmg.

- Manufacturers are required to test if the -

findings are based on manufacturing
(“manufacture” is defined in section 3(7)

- of TSCA to include “import”].

2 troleum reﬁners located in the I

on processing. (Section 3(7) of TSCA,
- defines “process” as the preparation of -
- & chemical substance or mixture, after
its manufacture, for distribution in .

. commercs.):Both manufacturers and:
prooeaeors are reqmred to testif the
. exposures: giving rise-to the potential

- risk-occur.during use, distribution; or
disposal, Because EPA has foiind that
- the'use-of the C, fraction may give rise
to substanitial exposure, EPA is ,
. proposing that persons who :
. manufacture or process, or who mtendi
to manufecmre orprocess, theCo -

aromatic ‘hydrocarbon fraction at any -

Ynne from the éffective date of this test
rule to the end of the rexmbursement

Y

- (Ha 55T on. Processors are - o
- the test substance. EPA is requesting - requn'ed to test if the findings are b‘”d prooeee. In Phase [, test rules will be

period be subject to the rule. The end of
the reimbursement period will be 5
years after the submission of the final
report required under the test rule.

- Because TSCA contains provisions to*
avoid duplicative testing, not every -
person subject to this rule must
individually conduct testing. Section
4(b)(3)(A) of TSCA provides that EPA —
may permit two or more manufacturers
. or processors-who are subject to the rule

" to.designate ane such person or a

qualified third person to conduct the
tests and submit data on their behalf.
Section 4(c) provides that any person

- required to test may apply to EPA for an
exemption from that requirement. As

. discussed in Unit ILF, EPA expects that

manufacturers will conduct testing and
processors.will ordmenly be exempted )
“ from testing.

E Developmem and Adoptzon of Study o
. Plans.

EPA pmpoeedsenenc test
methodology requirements (generic test

-~

:. - standards) for wvarious health effects in-

. the Federal of May 9, 1079 (44
. 'FR 27334) and of]uly 28,1979 (44 FR
44054). In’ response to concerns about
ngid generic test methodology -
, requirements, EPA changed its approach
. for providing test standards for TSCA
. section 4 test rules and has instead
- issued generic test methodology =~
gmdehnea to replace previously .
_proposed generic test methodology *
‘requifements: The guidelines have: bee
~ published by the National Technical -
. Information Service (NTIS) under
publication number PB 82-232984, Test
- .methodoldgy requirements for paru::ular
. chemicals will be developed on-a case-
by-case basis. Good Laboratory Practice
(GLP) standards will continue to be
‘ promulgated as generic requirements:
(See the Federal Regutor of March 28,
 1982:47 FR 13012)

- Under the'new-approach, test rule
development will be a two-phase

mulsnted for individual chemicals
’ the health or envn'onmenta.l
eﬁ'ecte ehnractemhcs for ' which:test -

" data are ta be developed. In Phase II,

following promulgation of a test rule,.
those persons subject to the rule will be
" required to develop study plans for the
development of data pertaining to the

* effects and characteristics specified in

-the rufe. For- guidance in preparing study -
-plans, it is:recommended that the TSCA _
" Health Effects Test Guidelines,

* published by NTIS (PB 82-232984), be -
... consulted. Additional guidance may be

-obtained from the Organization for
Economic Cooperation and .
Development (OECD) Test Gmdehne. -
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' and the PesmdeAasaunem
* Guidefines, pubhshedby NTIS PB 83~

153916]. -

Manufactarers wha mor tatmg
must submit their study plans to EPA
within 90 days from the effective date of
the testmle.ﬁftamopporh:mty for,
public comment, EPA will isswe g rule -
adopting the study. plans as proposed or
modified. The approved and adopted:
study plans, including the names and
addresses of laboratories conducting the

. tests, will becoine the enforceable test -

requirements and will serve as the
chemfeal specific test standards for the

_ test rule. Iesung will also be subject to

EPA’a generic Good Laboratory Practice

(GLP) standards. Modifications to the.

adopted study plans may be made only
with EPA approval.. -

For the purposes of announcing the
carcinogenicity test if it is needed, the
Aaeuy will publisk & Notice in the

ederal Register announcing the receipt

- 'ofthemtngematyhs&dau.EPA' :
- evaluation'of lhcreaultsoithetesung.

and the need for the carcinogenicity. -
testing. This Notice will then start the .
Phase II portion of the rule tequiring .

" carcinogenicify festm& Persons’ sub;ect

to the rule willfollow the existing

B mechanisms for submission of study
. plans within the allowed titme.. - -

- EPAsintends to igsue a procedural mfe

.outlining the defails of the fwo-phase -
rulemaking procass, which will apply o,
_ the test rule for the C, arcinatic - ’
" hydrocarbon fraction and all other. test
. rules. Information on this proposed”
_--procedure appears in (thu!y 1&1980
" Federal Register (45 FR 48512), the*

Marchm.leazhdaulkagism(ﬂm

"' :-10312), and the April 29, 1882 Federal

" Register (nmlsasur.lttberem “,.;-
- 4 significant changesin the final .~ ",
-- procedural rule which will be issded

beforethnc.hydmcarbonmixazremfe :
is promulgated, EPA may allow a short ;

- period of supplementary comment on

T »‘theC.ammahchydrdcarbonpmposal.

to subnnt study plans in comphanee '

E Exempnanhoadum e
Within 30 days after theeﬁ'acmdate

_of the-final rale, eacﬁ mufactuerof
-the C, aromatic hy n fraction:
- rmust elther (1) notify EPA: that it intends

to: eonductorsponsortesﬁng and to

- subrmhit 'stady plans for the required

tests, or (2) apply for an exemption on a
belief that testing will be performed by .-
others. Study. plans must be submitted

. within 90 days after the effective date of

this rule, If no manufacturer notifies

_."EPA of its intent'to sponsor- testing, EPA' A
“will inform manufacturers that their - '

exemption will not be granted. They
will, nevertheless, have the. opportunity

* under seawn 4. Sec!ion 15(3} of‘I'SCA

- with ﬁmnﬂeunnisodaysfromthe

effective date of this rule:
Processors of the G, fraction will not

be required to apply for ar exemption,

. submit stndy plans or conduct testing
uniess manufacturers fail to sponsor the

* required tests. f manufacturers donot
- submmit smd.y plans and conduct testing,
EPA will issue a notice ini the Federab -
Regsurreqmmg Processors to submit
- notices of infent to test or apply for an
-exemption. to submmil study plans and to
- conduct testing. Ne exemptions. will be
grented until g study plan for eack of the
required tests is received and approved.

EPA isnot proposing (o require

equivalence data as a condition for

. exemption from the proposed festing of -
the Cs fraction. EPA wilt require for
_ testing a mixfure thakis representative -
 of thie C;, fractions to whick persons are
most commonly expased. comment is
hmgmhuad in this mhmakmgon tlle

appropxiate
Waﬁu C.ﬁ:asncn.
EPA proposed exempiion pmcadures

for ad?imatdm the Federal

" Registee 18, sm 48512)

. EPA intends to issue these
" as a finsl rule shoatly. if thereare . .

ugnﬁanichngesm\heexmﬁon L

' EPS may allow a shaxt -
period of supplementary comment on

the G, aromatic hgdmabon pmpoaal.

GRepomngReqmments e B
EPAhpropomgthatalIdmbe
pah_dhamtdammtb‘tsc&

m&iﬂh‘?ﬁuﬂlegiﬂuofhl&y

- 9,1978 [«)‘RM)uﬂNmmber‘d.
1980 (45 ER 77332} and will. sppearin

final 40CFR Part 792 EPA has:
Tons in ] information in:connection with the--

mn&pibﬁcmonﬁe i

final :
GLP :tnndanismll apply tor thts

EPAnraqﬁndbyTSCAseeﬁm o
4(b](1][C) to specify. the time period
‘dwring which persons subject to a test

rule must submit test data. These - -

deadlines will be established in the'
thﬂnﬂemkinginwbmbsmdy
‘plans are approved. - :
TSCA section ugb]mmmi} governa\
 Agency disclospre of all test data
_submitted pursuant to sectforr 4 of - .
TSCA.Updnrece:mofdaumqmdby v
this rale; the Agency will publisha . -
notice of receiptin tthedanl Regiahr '
asreqmredbysecﬁonﬂd) :

H&zfmemhvmwm ‘
Section 15(1) of TSCA makes it

'~ unlawful for any person to fail or refuse

to comply with any rule or order issued

makes n nnlawful for any persom to fanl

. or refuse to: (1) Establish or matatain

records, (2) submit reports, netices, or
othermfomation. or (3) permit access to

‘or copying of records reguired by the

Act or any regulation or role issued

. under TSCA. The Agency considers that

failare to cnmply with any aspectof a
section 4 rule may be a viclationof
sections 15(1} and 15(3) of TSCA.
Additionally, TSCA section 15(4}
makes it unlawful for any person to fail
or refuse to permit entry or inspection as
required by section 11. Sectian 11
applies to any “establishment. facility.
or other premises i which chemicat
substances or mixtures are
manufactured, processed, stored, or held

" before or aftér their distribution in

commerece * * *.” The Agency considers
a testing faczlrty to be a place where the -

«chemical is held arstored, and

therefore,: subject'to inspection. -
Laborarory audits/i inspections will be
periodically conducted i accordance -

~with.the authonty and procedures

outlined in TSCA section 11 by
. authorized representatives of the EPA -

. for the purpose of determining _
-compliance with any final rule issued in

.this proceeding. These inspections may :
" ~beconducted for purposes which '

include verification that testing has

. begun, that schedules are being met,

.. thatreports accorately reflect the
.underlying raw d’ata andm:pretanons :
“and evaluahom

thereof, and that the

Violabn of TSC.A are subject to :
criminal and civil liability. Persons who
submit materially misleading or false

requiremenit of. any provision of this nﬂe
miay be subject to penalties which may
be calculated as if they never.submittad

.thiair datd.Under'the penalty provision
*of section 16 of TSCA, any persan who )
‘violates udioni.'mouldbemb;ecttoa .

civil penalty of up to $25.000 for each -
violation with each day of operation i in -

'violahoncommnngasepamte e

violation. This provision would be.

applmhla primarily to manufacturers or
that fail to submit a letter of™~

intent oran. exempnon request anctthat

- continue manufa turing or processing

after the dea or such submissions. -
Knowmg or willful violations could lead
“te the imposition of criminal penalties of
up to $25,000 for each day. of violation . -
and imprisonment for up to one year.

- Other remédies are available to EPA
‘under sections 7 and 17 of TSCA, such
-as seeking an injunction to restrain.

violations of TSCA section 4 and the ’

. seizun of chemical substances
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manufactured or processed in violation

" of the rule.

. Individuals, as well as corporations,
could be subject to enforcement actions.
Section 15 and 18 of TSCA apply to “any

- person” who violates various provisions
of TSCA. EPA may, at-its discretion,

- proceed against individuals as well as.
companies themselves. In particular,

_ this includes.individuals who report -

false information or who cause it to be

reported.. _ L

~ IL Issues For Con:nnent

.1.1s the C.frectlon the eppropnate
test substance? Can a single Cy B
substance or mixture be selected which
- 'will be representative, for toxicalogical
. purposes, of the G, fraction to which

persons are exposed through exposure
to solvents and gasoline? If so, what
should the specifications be for such
substance or'mixture? If not, what
substances should be selected for .
testing and why? Should & commercial -

" Cy fraction be used for testing mstead of

_ a synthetic mixturef

2. Can a negative result (ora high no- -
observed-effect-level) on the C, fraction
‘be used.to make reasonable predictions -
that the individual ET and TMB isomers
will not present an unreesonable nsk of

- that effect?

. 3. Should the: testing of the individual -

isomers be required for any of the tests? -

1f'so, which isomers and which tests? .. .-

.. 4, Should oncogenicity testing of the .

~ Cs fraction be required only ﬁselected

- . mutagenicity tests produce non-negative .
‘results,. or should oncogenicity.testing be -

- required immediately on the basis of the

" TSCA section 4(a)(1)(B) ﬁndmgs?

5. What should the routes of expoeure
for the test substance be?t e

IV. Economic Analysis of Pmposed Rule
'l‘o evaluate thé potenual economic

. - impact of test rules, EPA has adopted a - rul
.-two-atage approach. All candidates for -

‘test rules go through a Level [ analysis.

' _This consists of evaluatingeach.. _. - -

.- chemical or chemical group on four
principal market characteristics: (1_)

characteristics, (3) industry stmcture .
and (4) market expectations. The results:
of the Level1 analysis, along with a. -
consideration of the'cost of the required. -
. tests, indicate whether the posslblhty of
“a significant adverse ¢ economic impact
exists. Where the indication is negative, *
- no further economic ana.lysxs is done for -
that chemical substance or group; . -
However, for those chemical substances
- or groups where the Level I analysis .
. indicates'a potent!al for sxgmﬂcant
. économic impact, a more comprehensive
-and detailed analysxs is conducted. This -
_ Level i anelysxs attempts to predxct :

LW
= Ieboratory availability study were: (1)

more precisely the magnitude of the
expected impact. -

For a more complete and thorough
discussion of the methodology used to
conduct economic analyses of this test
rule, see the Leve! I Economic Impact .
Analysis for Ethyltoluene and 1,2,4-
Trimethylbenzene [EPA Contract No.
68-01-6630)..

Total testing- costs for this proposed
rule are estimated to range from

- $513,800 to $1,537,900. The annualized .
. cost range-is $133,100 to $398,500 over 15
- years based on.a 25 percent cost of

capital. Because of the huge production

~ volume of the C, petroleum fraction, the
_ unit test costs (i.e:, the cost per pound]

are negligible.

_ The potential for adverse economic
effects resultingfrom testing
requirements for the Ce fraction is low

~ for the following reasons:

The overail demand for the C, fraction.

is relatively inelastic due to: (1).The
" superior.octane qualities of the aromatic
Cs fraction; (2) the relatively inelastic
demand for gasoline, and (3) the price
advantages of aromatic solvents
containing unisclated ethyltoluene. -

The estimated unit test costs'are

" negligible; approximately 0.0004 cents -
- per pound of the C, fraction in the upper
“bound case.-- - . . .

V. Avulebdity of‘l'est Facﬁxﬁes and
Personnel

- Section 4(b)(1) requires EPA to

" consider “the reasonably foreseeable

availability of the facilities and
personnel needed to perform the testing

req
conducted a study to assess the

- availability of test facilities'and - -

'* personnel to handle the additional -
_demand for testing services crested by

section 4 test rules and test programs

o negotmted with.industry in place of

Copies of the study;

‘“Chemical Tesﬁng»lndustq‘ Profile of '

‘Toxicological Testing,” can be obtamed
through the National Technical -~
Informeﬁon Service (NTIS), Spnngﬁeld.

ia (Publication No. 82-140773) :
e conclusions reached in the -

The chemical testing industry's
anticipation of inicreased testing -
reqmrements ‘has prompted the rapid.

- expansion of testing. facilities in recent
‘years;: (z) currently. excess. capecxty
exists in all major testing areas; and:

~ surveyed laboratories indicated they -

..could perform about 29 percent more

testing; (3) measurable mdustry

uired under the rule.” Therefore, EPA

concentration exists, but itis not enough

to restrict market entry or control key -

- resources; and (4) curréntly, capital and -

- professional manpower are the most

. constrammg resources on mdustry

expansion of testing facilities. Capital is

" understandably a cyclical constraint.

The constraint imposed by a shortage of -
professional personnel can be long-term:—
because of the lengthy period required !
for professional preparation; however, -
current personnel numbers appear
adequate relative to present testing
levels.

Oh the basis of this study. the Agency
believes that there will be available test -
facilities and personnel to perform the
testing required in this proposed rule.

VL Evironmental Impact Statement

_.EPAis-not required to prepare
Environmental Impact Statements (EIS)
under the National Environmental Policy
Act (NEPA), 41 U.S.C, 4321, for test .
rules. EPA has determined that
voluntary preparation of an EIS is not
appropriate for regulations issued under
section 4 of TSCA. See'the preamble to
the Agency’s rules for compliance with
NEPA published in the Federal Register
of November 6, 1979- [44 FR 64174) '

VIL Pubhc Meoﬁng:

If persons wish: to present comments
on this proposed rule to EPA officials
who are directly responsible for

_.. " developing the rule and supporting

analyses, EPA will hold a public meenng
on August 8, 1983 in Washington, D.C..
This meeting is scheduled after the -

B Ve

- - deadline for submission of written

comments; so that issues raised in the
written comments can be discussed by
EPA and the public commenters.
Information on the exact time and place
of the meeting will be available from the
Industry Assistance Office. “Toll Free:
800-424-0065). In Washington, D C.:

(
" 554=1404: Outside the U. S.A..

[Operator—zoz-554-14o4)
‘Persons who wishto' attend or present

' ‘comments at the meeting should call the

Industry -Assistance Office by July 7.
1983. While the meeting will be open to

- the public, active participation will be
limited to those persons who have

arranged to present comments and to

. designated EPA participants: Attendees

_should call the Industry Assistance
“Office before making travel plans -

because the meeting will not be held if

- members of the public'do not msh t0 ¢

- make oral comments .
" The‘Agency will transcribe the
“meeting and include the written

transcript in the public record.
Participants are umted, but not
required, to submit copies of their

. statements prior to or on the day of the

--meeting. All such written materials will
‘become part of EPA’s’ record for tlns

rulemaking

H
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vIL Public Record

" D.C,, from 8:00 a.m. o 4:00 p.m., Monday-

.~ Response to the ITC on ET and 1.2.4-.
,1.2.3- and 1.3.5-TMB ‘

_ Priority List.

benzenes to the Priority List. - s
_effects test. gmdehnes and ‘I‘SCA 6w’
tandards

~ document

' unpublished factual material, moludmg
_contractors’ reports... <. . .

" IX. Classification of Rale” -~ "

- dxstnbuted overa lasge producuon

EPA has established e. public record A

for this rulemaking, docket number

OPTS-42034; which is available for

" inspection in-the OPTS Reading Room, -

Rm. E-107, 401:M St. SW., Washington,
through Friday, except legal hohdays.

- ‘This-record includes the basic

information considered by the Agency in
developmg this proposal, and’
appropridte Federal Registernotices. -
The Agency will supplement the record

- with‘additional mformatlon as xt is

received.

~The Public Record shall mclude the~
followmg information: :

(1) Federal Register rotices pertaxmng
to.this rule consisting of;

(a) Notice of Proposed Rule: onCe
Aromahc Hydrocarbon Fraction and

. (b) Notice containing the ITC " ... -
desxgnaﬁon of ET and 1.?.4-TMB to the- B

{c) Notice containing: the ITC:
recommendationof the other tmnethyl-

(d) Natices relating to EPA's health
(e} Notice of Proposed Rule on :~.-".

B:empﬁon Policy and Procedures.:
- () Notice-of Proposed Rulemalnng on

- Reimbursement Policy and Procedures. -

(g) Notice of change in Test Standards

~ Policy and Test Rule Development o a
. Process. . 4

(2) Support ﬁocuments. consutlng of:
(a) ET and TMB Techmcal support

"documents - . - e

{(b) Economic analysls support

{3) Mmutes of mformel meetlhgs :
"(4) Commiunications before proposal

‘consisting of” -~ .- R -

(a) Written pubho ooments
- {b) Summaries of telephone

{5} Repor&s-published and

" Undér Executive Order 12291{ EPA

- must judge whether s regulation is .

- “Major” and: therefore. subject to. the

' requirement f prepariniga’ Regulatory
!mpact Aumnalysis. This test rule ismot . - _

- major because it does not meet any of -

- the criteria set forth in section 1(b) of -
~ the Order. First, the estimated annual .~

cost of the testing proposed is less than,
$398,500 over the testingand -

reimbursément ‘period. Second, because B
the cost of the required testing will be-

volume, the ru]o will have only very
minor effects on users’ prices for these
chemicals, even if all tests cost were
"passed on. Finally, taking into account
the nature of the market for the C,
fraction, the low level of costs involved, -

and the expected nature of the

of this rule.

This proposed regu.lahon was -
N subrmtted. to the Office of Management -
~ and Budget (OMB) for review as -
.reqmred by Executive.Order 12291

X Rogulstory Floxxbnhty Act

‘Under the Regulatory Flexrblhty Act
{15 U.S.C. 601 &t seq.. Pub. L. 96-354,
.September 19, 1980), EPA is certifying
- that this test rule, if promulgated, will "
“~" nothavea significant impactona.
: substantial number of small busmesses
'fot the following reasons:
- 1. 'Small manufacturers or proeessors '
will notporform testing themselves, or

participate in the organizshon of the
: _,testmgeﬂ'ort.
-~ % Small manufacturers orprocessors
G wi.lla:penence only very minor costs in:
'+ securing exempuon from testmg

. ‘requirements. S
e ¥ Smllmamlfacﬁ:rers and’
processors are unlikely to ba sﬂeoted by

- mechanisms for sharing the costs of the
required testing, EPA conclndes that
there will be no significant adverse
economic effects of any. type asa result

reimbursement requirements..

" The: bssis for this decision is the ssme
as that discussed in detail in the. l-‘ederal
"__Register oqune 5,1981 (46 FR 30300)

g X!. Plpsrwork Red‘ucﬁon Aot

. The Pepetwork Reducﬁon Act'of1980
: {H.U.S.C 3501 et seqg.) authorizes the
 Direetor of OMB to review certain. -
."information collection requests.by .~ = .
»Federsl gencies. The test rule proposed
.-in this notice, if promulgated, could : .
: . result in the submission of several types

. conversations .- . ,.’_:,_.'.;-: - “of information related to the req
' testing, including study plnns and ﬁnal
‘Teports’for each test-required by persons .
" .sponsoring the. tests. For.the reasons set
outintﬁe?odornlnegutuoﬂunes. .
1961 (46 FR 30300); EPA believes that the:
test rule oontamedln t.his notice. does

reqnest as defined in ‘the' Paperwork

.."Reduction Act. An information

. collection fequest subje o
' provisions of the Paperwork Reduction. -

- Act might be triggered by the exemption -
~ provisiona related to-this test rule. The -
" need for such information willbe ~ .

- reviewed by the Office of Menagement
- and; Budget as part of its review of -
~.-EPA'shileon 'I'SCA seouon 4[o]

exempnons

. o

ct-to the

‘c

. begivenan
- EPA.If manufacturers- fail to submit - -

ListofSub)ectsmmGFRPart'm

Testing, Environmental protection.
Hazardous material, Chemicals.
Dated: May 10, 1983. ‘
Lee L. Verstandig,

' Actzng Admuustmtor

PART 799—IDENTIFICATION OF

- SPECIFIC CHEMICAL SUBSTANCEé

TESTING REQUIREMENTS

Therefore, it is proposed that a new .
§ 796.1625 be added to Part 799 Chapter
L of 40 CFR, to read as follows: -

,Subpart A_—[Reserve_d]

' Subpart B—Specific Chemical Testing
/ © §799.1625 C, aromatic hydrocarbon
fraction. - T

(ej Identification of test substance, @

. A synthetic C; mixture consisting-of -.
' ortho-, meta-.and para-ethyltoluene,
. 1,24-,1,23- and 1.3.5-tnmethylbenzener

thatis representative of a typical C

" aromatic petroleum fraction obtained
* from the reforming of orude pe!roleum

shall be-prepared.
(2} A synthetic C, nnxture as
described above shall be used as: the

S test substance in all tests. -

(b} Persons required to test. [1) All

o persons who manufacture (includes.

import), process. orintend to . - .
manufactire or process-the C, aromatic -

" product of. petroleum refining (hereafter ;

)own ag manufacturers-and processors. .
‘as defined in sections 3(7) and 3(10) of
- TSCAY} from the effective date of this

: " rule'to the end of the reimbursement
. period shall submit study plans anc_l

‘conduct tests'and submit data as

s specxﬁed by th;s part.

on subject to the
requirements of this section mayapply
- 10:EPA for an exempdon from sudy . ’
plan submission; testing, and data
subnussxo" No:later than 30 days after
teofthurule. each

snng. and subnnt data :
maxu:er. processors wul, s

. satisfactory stndy plans or data, all.
persons who process or intendto - -
pracess the C, fraction from the effectwe
'date of this rule to the end of the

. reimbursement period shall be directed
" inaspecial Federal Register Notice to.

submit. study plans. and to conduct tests . -




ar(boék‘lz:;hﬂmofdﬂlm }
. (€} —{1 Test
sball bo W—()m esting
submitted and spproved in sacord
with 40 CFR Part 770. All saw data.

4 - documentation, records, protocols,

- oeits suthorteed

mammandmmu“!

‘made available an inspection ar
submitted. to EPA upon request by EPA
d sspresentative. .

and submit data ss specified.by this Part

for

B L ‘plan is propoeed
a1 o

 of sach chemicals will be in violation of  period if it appears from the dature of _-2g

TSCA beginaing on the 91st day sfter
the publication of the notice described
'in paragraph (cX2)(i) of this section,
uniil-such s study plan is sebmitted by

an appropeiate spoasor. -
- . (3) Content. (i} All stedy plams ere
: nﬂdbmbm

tone
{A) Identity of the test rule and the

mﬁlcuu:-n of that cule to

e T, D e R WA

andwﬂl‘pmvidzm'oppu;ﬁdty L

oral presentation on ths request of u

EPA may extend the comment’

_ the issues raised by EPA’s review-or
' comments that farther commen
- is warranted. Following the close of the’
mm&@;ms -
final rule adopting plans as
as test standards

s ficoti 2
coaduct g 4 -3 SRR
mtm?orwhowuhatomd!fydn ,

adopted study plas for any test e

s s00n &3 feasible. Applica

must explain why the modification is -



- Federal Register / X}'dl{ 48, Nb.. 100 / Monday.’ May 23, 1983 / Prbposed' Rules'-

cytogenetics test or the dominant lethal
agsay.
{ii) Study 1:v1¢ms.l For gmdance in

reparing study plans, it is:
gecommended that the TSCA Health
Effects Test Guidelines for -
Chtomusomal Effects, published by
" NTIS (PB-82-232984), be consulted.

. Additional guidance may be obtained -

; from the OECD Test Guidelines for
Genetic Toxicology and the Pesticide
- Assessment Guidelines, published by
_ NTIS (PB 83-153918). : ‘
(2) Mutdgenic effects—Gene
. Mutation—{i) Required testing. (A} A
Salmonella micorsomal assay shall be
- conducted on the synthetic C, mixture
specified as the test substance, both
with and without activation.
{B) A DNA damage assay ahall be

- conducted.

(C) A sister chromatid exchange (SCE)
assay shall be conducted. -

(D) A gene mutation in mammalian ~
cells in culture assay shall be .
conducted. T

" (E) A second gene mutatlon n -

' mammalian célls in cultire assay, using

‘a-different cell line from that used in the

 first assay, shall be conducted if the ’
synthetic C, mixture produces.a. -

’ negatlve résult in the first gene mutahon

in cells in culture assay, specified by ., .

paragraph (d)(2)()(D) of this section,. -
‘coupled with positive results in-at leaat
. two of the following three tests: the
- Salmonella mmrosomal. DNA damage
or SCE assays. -

® The synthetic C, mixture shall ba
testedina’ Drosop]n]a sex-linked

recessive test, in the event it produces a a -
: ‘testmg. An inhalation teratogenimty

_positive result in the Salmonella

- microsomal-assay, DNA damage assay, .

.SCE assay or a gene mutation incellsin-
_culture assay. -

(G) A mouse specific locus aaaay ahall

be conducted w1th the aynt.hebc C.

‘preparing study plans, it is

L 'pteparing study plans, itis

. recommended thattha TSCA Health

mixture if it produces a posmve result in
the Dmsopbz]a sex-linked recessive:test.

(H) Further testing for gene mutations.
is not required for-the synthetic Co
mixture if it produces a negative result
in the Drosophila sex-linked recessive
test.

(ii) Study plans. For gmdance i

recommended that the Health -
Effects Test Guidelines for Gene.
Mutations and DNA Effects, published
by NTIS (PB 82-232984), be consulted.
Addmonal -guidance may be obtained

" from the OECD Tést Guidelines for '

Génetic Toxicology, and the Pesticide.

- Assessment Guidelines, pubhshedby _

NTIS (PB 83-153916).

(3) Carcmogemc:ty—(l) Reqmred
testmg. A 2-year inhalation -
oncogenicity bioassay shall be o
conducted with the synthetic C, mixture
- unless it produces negative results in all
of the following tests: In viiro N

- Cytogenetics test, in vivo cytogenetrcs
| test, first gene mutationin cellsin '~
., ‘culture assay, second gene mutation in -

cells in gulture assay (if reqmred] and
Dmoplu]a sex-linked recessive. test,
(i) Study plans. For gmdanca in -

- recommended that the TSCA Health. ;
Effecta Guidelinies for Chronic Exposure-

. “Oncogenicity published by NTIS [PB az—

' 232984), be consulted. Additional
gmdance may be obtained from the :
- OECD Test Guidelines for Health -

~ Assessment Gmdelines. pubhshed by

-NTIS(PBOS—lSSQiB. :

(4) Teratogenicity—{i) Beqwred
- study shail be conducted with the : ‘

‘synthetic C, mixtire.

{il) Study plans. For gmd m ‘
preparing study plans, it “aaga :

’

-" preparing stody-plans.’ itis ~ - 7
- Effects Section #451°and the Pesticide. ~_ Tecommended that the TSCA Health .. -

- . Assessment Guidelines (NTIS. PB 83—

Eﬁ'ects Test Guxdehnes for Spamﬁc
Organ/Tissue Toxicity-Teratogenicity,
published by NTIS (PB 32-232984}, be
consulted. Additional guidance may be

" obtained from the OECD Test

Guidelines for Health Effects; and the -
Pesticide Assessment Guidelines,
published by NTIS (PB 83-1538186).

(5) Repreductive Effects—{i) Required
testing. A two-generatiorf inhalation ° -
reproductive effects study shall be- . - -
conducted with the synthetic C, mixture.”

(ii) Study plans. For gmdance in. T
preparing study plans, it is S
recommended that the TSCA Health-.

Effects Test Guidelines for Specific -
" Organ/Tissue Toxicity-Reproduction/
Fertility Effects, published by NTIS (PB

- 82-232984), be consulted. Additional

- guidance may be obtained and the ..
~ Pesticide Assessment Guidelines,~ @~ -
pubhshed by NTIS (PB 83-153916). - '
" () Neurotoxicity—{i) Required’ o7
testing. The neurotaxdcity-test battery -
shall consist of a 90-day subchronic- - | .
inhalation exposure mcorporatmg,the '.
following tests:. - S
{A) A neuropathology test shalf be -

- "conducted with the synt.hatlc Gnnxture

-(B) A motor activity test shall be -~ - : -
conducted with the synthetic. Co mixture:.

(C) A functional observation battery . -~
shall be conducted with C, mixtures::. - -
- ‘(iiy Study plans. For guidancein .

- Effects Test: Guidelines for -
;'Ne\notoxunty. ublished:

NTIS th
82-232984). and the' Pesticide. ™

N

153816) be consulted. LCaTE -
B (S«:‘(c)of‘l‘SCA.PuhLMQ)Sht
»'mﬂuq-iwsc.zemmeq) R ek
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